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§35.55

an authorized medical physicist au-
thorized for the type(s) of use for which
the individual is seeking authorization.

[67 FR 20370, Apr. 24, 2002; 67 FR 62872, Oct. 9,
2002, as amended at 70 FR 16362, Mar. 30, 2005;
71 FR 15008, Mar. 27, 2006; 74 FR 33904, July
14, 2009]

§35.55 Training for an authorized nu-
clear pharmacist.

Except as provided in §35.57, the Ili-
censee shall require the authorized nu-
clear pharmacist to be a pharmacist
who—

(a) Is certified by a specialty board
whose certification process has been
recognized by the Commission or an
Agreement State and who meets the
requirements in paragraph (b)(2) of this
section. (The names of board certifi-
cations which have been recognized by
the Commission or an Agreement State
will be posted on the NRC’s Web page.)
To have its certification process recog-
nized, a specialty board shall require
all candidates for certification to:

(1) Have graduated from a pharmacy
program accredited by the American
Council on Pharmaceutical Education
(ACPE) or have passed the Foreign
Pharmacy Graduate Examination Com-
mittee (FPGEC) examination;

(2) Hold a current, active license to
practice pharmacy;

(3) Provide evidence of having ac-
quired at least 4000 hours of training/
experience in nuclear pharmacy prac-
tice. Academic training may be sub-
stituted for no more than 2000 hours of
the required training and experience;
and

(4) Pass an examination in nuclear
pharmacy administered by diplomates
of the specialty board, that assesses
knowledge and competency in procure-
ment, compounding, quality assurance,
dispensing, distribution, health and
safety, radiation safety, provision of
information and consultation, moni-
toring patient outcomes, research and
development; or

(b)(1) Has completed 700 hours in a
structured educational program con-
sisting of both:

(i) 200 hours of classroom and labora-
tory training in the following areas—

(A) Radiation physics and instrumen-
tation;

(B) Radiation protection;
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(C) Mathematics pertaining to the
use and measurement of radioactivity;

(D) Chemistry of byproduct material
for medical use; and

(E) Radiation biology; and

(ii) Supervised practical experience
in a nuclear pharmacy involving—

(A) Shipping, receiving, and per-
forming related radiation surveys;

(B) Using and performing checks for
proper operation of instruments used
to determine the activity of dosages,
survey meters, and, if appropriate, in-
struments used to measure alpha- or
beta-emitting radionuclides;

(C) Calculating, assaying, and safely
preparing dosages for patients or
human research subjects;

(D) Using administrative controls to
avoid medical events in the adminis-
tration of byproduct material; and

(E) Using procedures to prevent or
minimize radioactive contamination
and using proper decontamination pro-
cedures; and

(2) Has obtained written attestation,
signed by a preceptor authorized nu-
clear pharmacist, that the individual
has satisfactorily completed the re-
quirements in paragraphs (a)(1), (a)(2),
and (a)(3) or (b)(1) of this section and
has achieved a level of competency suf-
ficient to function independently as an
authorized nuclear pharmacist.

[67 FR 20370, Apr. 24, 2002, as amended at 70
FR 16362, Mar. 30, 2005]

§35.57 Training for experienced Radi-
ation Safety Officer, teletherapy or
medical physicist, authorized med-
ical physicist, authorized user, nu-
clear pharmacist, and authorized
nuclear pharmacist.

(a)(1) An individual identified as a
Radiation Safety Officer, a teletherapy
or medical physicist, or a nuclear phar-
macist on a Commission or Agreement
State license or a permit issued by a
Commission or Agreement State broad
scope licensee or master material li-
cense permit or by a master material
license permittee of broad scope before
October 24, 2002, need not comply with
the training requirements of §§35.50,
35.51, or 35.55, respectively.

(2) An individual identified as a Radi-
ation Safety Officer, an authorized
medical physicist, or an authorized nu-
clear pharmacist on a Commission or
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Agreement State license or a permit
issued by a Commission or Agreement
State broad scope licensee or master
material license permit or by a master
material license permittee of broad
scope between October 24, 2002 and
April 29, 2005 need not comply with the
training requirements of §§35.50, 35.51,
or 35.55, respectively.

(3) A Radiation Safety Officer, a med-
ical physicist, or a nuclear pharmacist,
who used only accelerator-produced ra-
dioactive materials, discrete sources of
radium-226, or both, for medical uses or
in the practice of nuclear pharmacy at
a Government agency or Federally rec-
ognized Indian Tribe before November
30, 2007 or at all other locations of use
before August 8, 2009, or an earlier date
as noticed by the NRC, need not com-
ply with the training requirements of
§35.50, §35.561 or §35.55, respectively,
when performing the same uses. A nu-
clear pharmacist, who prepared only
radioactive drugs containing accel-
erator-produced radioactive materials,
or a medical physicist, who used only
accelerator-produced radioactive mate-
rials, at the locations and time period
identified in this paragraph, qualifies
as an authorized nuclear pharmacist or
an authorized medical physicist, re-
spectively, for those materials and uses
performed before these dates, for pur-
poses of this chapter.

(b)(1) Physicians, dentists, or podia-
trists identified as authorized users for
the medical use of byproduct material
on a license issued by the Commission
or Agreement State, a permit issued by
a Commission master material Ili-
censee, a permit issued by a Commis-
sion or Agreement State broad scope li-
censee, or a permit issued by a Com-
mission master material license broad
scope permittee before October 24, 2002,
who perform only those medical uses
for which they were authorized on that
date need not comply with the training
requirements of Subparts D through H
of this part.

(2) Physicians, dentists, or podia-
trists identified as authorized users for
the medical use of byproduct material
on a license issued by the Commission
or Agreement State, a permit issued by
a Commission master material Ili-
censee, a permit issued by a Commis-
sion or Agreement State broad scope li-

§35.59

censee, or a permit issued by a Com-
mission master material license broad
scope Dpermittee who perform only
those medical uses for which they were
authorized between October 24, 2002 and
April 29, 2005, need not comply with the
training requirements of Subparts D
through H of this part.

(3) Physicians, dentists, or podia-
trists who used only accelerator-pro-
duced radioactive materials, discrete
sources of radium-226, or both, for med-
ical uses performed at a Government
agency or Federally recognized Indian
Tribe before November 30, 2007 or at all
other locations of use before August 8,
2009, or an earlier date as noticed by
the NRC, need not comply with the
training requirements of subparts D
through H of this part when performing
the same medical uses. A physician,
dentist, or podiatrist, who used only
accelerator-produced radioactive mate-
rials, discrete sources of radium-226, or
both, for medical uses at the locations
and time period identified in this para-
graph, qualifies as an authorized user
for those materials and uses performed
before these dates, for purposes of this
chapter.

(¢) Individuals who need not comply
with training requirements as de-
scribed in this section may serve as
preceptors for, and supervisors of, ap-
plicants seeking authorization on NRC
licenses for the same uses for which
these individuals are authorized.

[70 FR 16363, Mar. 30, 2005, as amended at 72
FR 55931, Oct. 1, 2007; 74 FR 33905, July 14,
2009]

§35.59 Recentness of training.

The training and experience specified
in Subparts B, D, E, F, G, and H of this
part must have been obtained within
the 7 years preceding the date of appli-
cation or the individual must have had
related continuing education and expe-
rience since the required training and
experience was completed.

[71 FR 15008, Mar. 27, 2006]
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